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(8) The period during which the con-
tractor may retain such data and infor-
mation. 

§ 20.91 Use of data or information for 
administrative or court enforce-
ment action. 

Nothing in this part or this chapter 
shall prevent the Food and Drug Ad-
ministration from using any data or in-
formation, whether obtained volun-
tarily or involuntarily and whether or 
not it is available for public disclosure, 
as the basis for taking any administra-
tive or court enforcement action with-
in its jurisdiction. Data and informa-
tion otherwise exempt from public dis-
closure are nevertheless available for 
public disclosure to the extent nec-
essary to effectuate such action, e.g., 
the brand name, code designation, and 
distribution information are released 
when a product is recalled. 

Subpart F—Availability of Specific 
Categories of Records 

§ 20.100 Applicability; cross-reference 
to other regulations. 

(a) The provisions set forth in this 
subpart or cross-referenced in para-
graph (c) of this section state the way 
in which specific categories of Food 
and Drug Administration records are 
handled upon a request for public dis-
closure. The exemptions established in 
subpart D of this part and the limita-
tions on exemptions established in sub-
part E of this part shall be applicable 
to all Food and Drug Administration 
records, as provided in §§ 20.60 and 20.80. 
Accordingly, a record that is ordinarily 
available for public disclosure in ac-
cordance with this part or under other 
regulations is not available for such 
disclosure to the extent that it falls 
within an exemption contained in sub-
part D of this part except as provided 
by the limitations on exemptions spec-
ified in subpart E of this part. 

(b) The Commissioner, on his own 
initiative or on the petition of any in-
terested person, may amend this sub-
part or promulgate and cross-reference 
additional regulations to state the sta-
tus of additional categories of docu-
ments to settle pending questions or to 
reflect court decisions. 

(c) In addition to the provisions of 
this part, rules on the availability of 
the following specific categories of 
Food and Drug Administration records 
are established by regulations in this 
chapter: 

(1) Section 305 hearing records, in 
§ 7.87(c) of this chapter. 

(2) Flavor ingredient records and 
notes, in § 101.22(i)(4)(iv) of this chap-
ter. 

(3) Environmental assessments; find-
ing of no significant impact, in § 25.51 
of this chapter, or draft and final envi-
ronmental impact statements, in § 25.52 
of this chapter. 

(4) Color additive petitions, in § 71.15 
of this chapter. 

(5) Food standard temporary permits, 
in § 130.17(k) of this chapter. 

(6) Information on thermal proc-
essing of low-acid foods packaged in 
hermetically sealed containers, in 
§ 108.35(l) of this chapter. 

(7) Food additive petitions, in 
§§ 171.1(h) and 571.1(h) of this chapter. 

(8) Action levels for natural and un-
avoidable defects in food for human 
use, in § 110.110(e) of this chapter. 

(9) Drug establishment registrations 
and drug listings, in § 207.37 of this 
chapter. 

(10) Investigational new animal drug 
notices, in § 514.12 of this chapter. 

(11) New animal drug application 
files, in § 514.11 of this chapter. 

(12) Investigational new animal drug 
notice and a new animal drug applica-
tion file for an antibiotic drug, in 
§ 514.10 of this chapter. 

(13) Methadone patient records, in 
§ 291.505(g) of this chapter. 

(14) Investigational new drug notice, 
in § 312.130 of this chapter. 

(15) Labeling for and lists of approved 
new drug applications, in § 314.430 of 
this chapter. 

(16) Master file for a new drug appli-
cation, in § 312.420 of this chapter. 

(17) New drug application file, in 
§ 314.430 of this chapter. 

(18) Data and information submitted 
for in vitro diagnostic products, in 
§ 809.4 of this chapter. 

(19) Data and information submitted 
for OTC drug review, in § 330.10(a)(2) of 
this chapter. 
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